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Introduction

The currently funded study is assessing the efficacy of acupressure, a type of complementary
and alternative medicine (CAM) in the Veteran population. Veterans with co-occurring mild
traumatic brain injury (mTBI) and post-traumatic stress disorder (PTSD) are being recruited,
consented and randomly assigned to either an active or placebo acupressure treatment series
of 8 sessions. We are assessing the degree to which acupressure affects aspects of day-to-
day function, such as memory, sleep, mood, psychiatric health and stress resilience. This
information will help identify potential treatment strategies to improve quality of life and overall
function in this particular Veteran population.

Body

Objective 1
e Task 1. The human subjects research protocol received final approval from all regulatory
agencies (the VA, COMIRB and HRPO/Human Research Protections Office) as of August
2012.
Objective 2
e Tasks 1-4: The study coordinator was hired, study measures received, and study
coordinator fully trained on study specific protocols, including consenting, outcome
measures, equipment usage etc. Acupressure practitioner is in place and fully trained on
study specific protocols. All personnel were fully trained and everything in place to begin
recruiting upon final approval for the research from all regulatory agencies.
Objective 3
e Task 1. With all regulatory approvals and study personnel in place, we are currently
recruiting, consenting and enrolling Veterans into the study. To date we have phone
screened 232, of which 132 were determined ineligible. Of the 100 remaining, 8 declined
to participate, 48 were possibly eligible but unable to participate at this time, 2 scheduled
for enrollment and 42 consented. Of the 42 consented, 4 are currently enrolled, 11 are
completed, 8 were determined ineligible on secondary screen, 5 withdrew from the study
after consent and 14 were lost to follow.
Objective 4
e Task 1. After enrollment, participants are being randomly assigned to active or placebo
intervention conditions and the study protocol is up and running, and the protocol has been
completed or in the process of completion on 15 individuals.
Objective 5
e Task 1. Enter and check data in ongoing manner in preparation for analyses. The data
entry and checking have begun, and are being done blinded to treatment condition. This
will continue during the extension without funds period
Objective 6
e Task 1. Prepare manuscript/s and presentation at scientific conference. This will be done
as soon as data checking, entry and analyses are completed. To be accomplished during
the extension without funds period.



Key Research Accomplishments
e Placebo-controlled, randomized, blinded trial of acupressure in Veterans with co-occurring
mTBI and PTSD is up and running.

Reportable Outcomes
e None at this time

Conclusions

Initiating a research study from the funding stage to first data collection poses a known
challenge that scientists understand and expect. Initiating a research study that assesses an
innovative treatment strategy like acupressure in a Federal hospital setting (Denver VA Medical
Center/VAMC) poses additional challenges that the Pl (Hernandez) is familiar with and
anticipated. While there were a few unanticipated challenges that impacted recruitment pace,
these were dealt with systematically and effectively and through the appropriate regulatory
channels. This successful ability to respond to challenge stems in part from the PI's experience in
this type of research, as well as the significant infrastructure support from the VISN 19 MIRECC
(co-PI Brenner, Director, Veterans Integrated Services Network 19, Mental Illness Research,
Education and Clinical Center) and the Denver VAMC in general, has resulted in the research
team successfully navigating the process and currently conducting the funded research: a
placebo-controlled, randomized, blinded trial of acupressure in Veterans with co-occurring mTBI
and PTSD. Because we are still enrolling participants and the rate has increased some, we
requested and were granted an extension without funds.
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